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PUBLIC  nEN.Th  SERVICE FROM  2; $hMO-1¶(c)  FOR A

FOOD ANB DRUG nDmlNtSTRr7lON LASER LIGHTSHQW,  blSPLAY,
7 OR DEVICE

30 West Pershing, Kansas City, Missouri 64708

a. LIST ~nkh  armOR MODEL  NUYBERLSI FTaP lob c45ER uGnT SnOwc9  AND  PUoJECTOUtSt

OMNISCAN Laser Projection System, MO
D. PRODUCT FOR WWCn  1 ViFtlANCf  IS AEWESTEP

0 A USER OISPWT  DEvrCE

c l A PROJECTOR FOP 4 L&if33  LlCnT SHOW
. e’

0”

a &ER uCii.!T  SPOW

OThER ‘U-.  ,I>,

F 0 PRQ&CTOR3  ARE JNTENQEO  FOR SALE. rE4SE. OR LQ4rN  TO OTHER
LASER  LIGHT  SnOw PROOLICERS

a. PROWCT IS INTENOEJ  FOR USE IN C

m PLANI~ARIUW OR OlnER  001&E  PRO+ECT~N  STRuCNRF.

0 Tni%TER

c nQTEUMOTEl.  ~$ILLPOOH OR MEETING  ROOM

q STORE DlSPlmrS

0 Tt?AOE %lOW O R  COWEi-ITiON

13 DlSCOTnEOuE  OR NICNT CLUB

E

PAVILION

WOOOR .+fNA

C OuTDoOR  *UENa

D MUSEUM

0 OuTDQORUNENCLOSfOnAEa

n OTMER p,~dv,

-- e. PROOuCT 14 wTENOED  TO BE USED

a AT ONLI ONE W...,il  LOCATIOW

I& TOUR IS IuTENCED TO RYW  FOR

a WORE ThPlr 6 MWTCIS

c 1~MHorrThs

a ~TAT~ON~?T  IRRdXnTiQw  QF ROT~TJNG  nMIOR  BnrLS. ETC.

a $CWNlNG IRRAPI~TION OF RQTATING  MIRROR  BaCt.%  RC.

Cl FIS~I  omc fwwnaus

IJ FOG. asore  OR OTIIER SCnrWWhG  ENI-IANCEMENT  EFFECTS

0 QTllEfl LLd7liJ  - 1 _-I-  ,*

LeSEU  RARIATION  LEwl.5
wwE  cEnGTnS  umu Psi%% FOWER  I4 -I*.*

458NM - 647NM 3.5 Watts CW

I

I I
9 I!= AN I cnSi3  RMDIATION  15 PULSED  OR ?iCAhN60. ClvE -thE  PULSE CURATION  =,ND  RvTE AND SCANWWG :8EOUENCT  A.*0 A.*PblrcloE

Please refer to attachments
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a
ACCESSIBLE ‘&ISSION  LIhllTS  SPECIFIED IN 21 CFR lMo.lllc&
IT IS PROPOSED TO DELlATE  FROM WE f’l?OVlSlON  OF 21 CFR lw.1 l(c) rS FOLLOWS!
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!. ADVPNTPGES  TO BE DERIVED FROM SUCH DEVIATION

q LASER LlGnT  SHOWS  nNb DISPLAYS ARE ACCEPTED WPllrnR  MEDIA IN ENTERTAINMENT  AND ME ARTS. USE  OF POWER L-f% IN

0

EZCESS OF THE LIMITS ~~IPOSED  6121  CFR r~cro.1  I(C) 1s NECESSARY TO &NINE THE REQUIRED EFFECTs  IN THESE MEDIA.

OTHER OR ADDiTDNAL  ADVANTAGES (cksplhr  ~4 eq~I&)

3,

a m ALL LASER PRODUCTS, SYSTEMS, SkObV5.  AND PRaJECTORS  WILL,  BE CERTIFIED  TO COMPLY v4TH 21 CFR 1040.10 AND THE  COND!-
TlONS  OF THIS V/ARlANCE AND WILL  BE REPORTED AS REQUIRED 67 21 CFR lUX%lO AND 1WZlZ  USING ThE  REPORTING  GUIDES PRO
VIDEO FOA SUCH PuAPOSE THESE  ACnONS  *NIL!. BE ACCOMPLISHED PRIOR TO ANY INTRODUCnON  lNT0  COUMERCE

D. Q EFFECTS NOT SPECIFICALLY  INDICATED IN TN&S  VARIANCE  APPuCAT~ON  YVJCL NOT BE PERFORMED. NO OThBR  EFFECTS W ILL BE
ADDER UNTIL  AN A~IENDMENT  TO  TIIE VARI&NCE  n&i BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS. AS
AP?jlCA8i&,  HAVE BEEN SuSrilTED.

e- .fs:~NING. PROJECTION.  OR REFLECTION OF b+sSER  AND COLLATERAL RADIATION glGn1 SHOW RAUlnnON)  INTO AUOiENCE  OR OTHER

s-8
IBLE UNCONTROLLED AREAS WILL  NOT BE PERMITTED E%CEPT  FOR DIFFUSE RI%..ECTIONS  PRODUCED BT ThE  ATbIOSPhERE.

E ,$@IOSPHERIC SCAnERlNG  MEDm.  aND TARGET SCREENS.

0. u ~&ER~IATION  LEVELS IN EXCESS OF THE LfMrrs OF CLPSS I WILL  NOT BE PERMfTTEP AT ANY PCIINT  LESS THAN 3.0 MYERS nSOvE
APO stJR’~AtE  UWN  wnlCn  PERSGNS OTHER TkAN  OPERATORS. PERFORMERS.  OR EMPLOYEES ARE PERMITTED TO STAND OU 2.5
MI?TERS  BELOW  OR I- LPTERAL SE%RaTlON  FROM ANT PUCE  WHERE  SUCH PERsDNf  PPE PERMl7TTED  TO  BE OPERATORS,
PERFORMERS, AND EMPLOYEES WILL NOT 8.E REQUIRED OR ALLOWED  TO VI!+! RADJATION  ABOVE THE LIMITS OF CUSS  I OR BE
ExFQSED  TO*RAPlnTiON  ABOVE THE LIMITS  SPECIFIED  IN 21 CFR vW.ll(~c).

0. @ ANY PROOUCT WHlCti  RELIES ON SCANNING  TO Mm ACCESS. EXPOSURE OR PRODUCT  Cw LIMRS  WILL INCOR~RA~  A SfwNING
S&FEC%ARD SYSlEM WHICH D1REClI.Y  SENSES SCANNER  MOTION AND wHiCn WILL REaCT FAST ENOuGti  TO PRECLUDE EXCEEDING
TtIE APPLICABLE  LIMIT.

1. 5 ALL LASER LIG~~T  SHOWS  SHAU  BE UNDER ThE  DiRECT 4ND PERSONAL CONTROL OF TRAINED. COMPF;ENT  OPERATOR(S~  ThE
OPERATDR(S) WILL .

(1) IMMEDIATELT  TERMINATE ME EMMISSION  Of UGHT  SnQw RADIATION IN THE EVENT OF ANY UN-FE  CONPITIbl(:

12)  BE LOCATED WHERE ALL BERM PAl?iS  CAN BE DIRECTLY OBSERVED ATALL’I’IMES;  AND

(3) BE AN EMPLOYEE OF THE VARIANCE  HOLDER WhO WILL BE RESPONSIBLE FOR THE TRAINING  ANO  CONDUCl  OF THE OPERATOR.

& a TNE MAXIMUM WER PRWECTOR  OUi-PIIT  POWER WILL NOT aCEED  ThE LEVEL REQUIRED TO OBTAIN ThE  INTENDED EFFECTS.

n. t$ THE PROJECnON  STSTEh  (LE, THE PRQIECTOR  ANU ALL OThER  COW’ONENTS  USER TO PRODUCE THE LIGHTING EFFECTS) WILL SE
SECURELT MOONTED OR I&MO~IUZED  TO PREVENT UNINTENDED YOvEkrENT OR MlSnUGN?@FuT. BEAM LthlTERS  WILL f3E PROVIDED
AS AN INHERENT  PART OF THE SYSTEM DESIGN TO PRNENT OVERRLLING  OF SCREENS. 6-u STOPS.  TARGETS.  ETC.

1. PEj LmSER  PROJECTORS WILL NOT BE DE~IVEREO TO ANT OIHER PARTY uNDaC AN AGREEMENT OF SALE. L&SE.  OR LOAN UNLESS AND
UN~ILTHE  RECIPIENT ~IEMONSTRA’TES  T~IAT THEY HAVE A VARIANCE IN EFFECT  AT THE TIME  OF DELIVERY TfinT  PERMrrS  THE.H TO
PRODUCE InSER LIGHT SHOWS  INCORPORAT ING SuCri  PROJECTOR.

,. E IN ADDITION TO ThE  REQUIREMENTS OF 21 CFF(  1040.10(n).  TnE  MANUFACTURER OF LASER PROlECTORMYSTEMS  WILL PROVtOETd
PARTIES wr(O  PIJRCHASE. LEASE. OR BORROW  THE EQUIPMENT, ~EQuATE  USER’S INSTRUCTIONS FOR S4FE  INSTALUITION AnO
OPERATION AND  WHICH EXPLAIN  TnE RESPONSIEJILI~Y  OF 116 REClPlENT  AS AN  INDEPENDENT LIGHT Snob-~  M~NuFACNRE~  TO
SUBMIT  THE REQUIRED  REPORTS AND APPLY FOR ANO  OBTAIN  A VARANCE FROM  CDRH  PRIOR TO INTRODUCTION iNT0  COMMERCE OF
PNY LASER uGnT  StIOwS.

k. K. THE  REOIJIREMENTS OF Zl CFR 1002do(a)(ll  ANO @ WILL  BE ACCOMPCISblED  TWWuCh  l-h.5 USE OF WRllTEN  PROCEDURES FOR SETUP
AI.JGNUENT.  TESTlnG.  ANO PERFORMANCE  OF ~CH  Sti0~,  ThESE  PROCEDURES WILL BE IN SUFFtCIENT  Dm41L TO ENSURE CO+
PunNCE  WlTn  21 CFR 1040.1O.~tiE  CONOITIONS  OF Tf#s VARIANCE. AND TkE CONTROL OF ACCESS TO RPOI~T~ON  AREAS USING Thf
PROCEDURES DESCRIBED IP( THE AN.% 2136.1  STANDARD FQR TkE  SAFE USE OF LpSERS (AMERICAN N~T)ONAL  STANDPROS INSTITUTE.
1430 BROADWAY, lvEW YORK.  h? 10018) OR ANY OTHER  EQUIVALENT  USER CONSENSUS STANO@PD  AND. WHERE APPLICABLE, STATE OR
COCAL REOUIRE~AENT’%  USER RADIATION PREAS wniCn  CAN CONTAIN RAPIATION  LEVELS ai3OvETnE  LIMITS  SPECrFlED  IN 21 CFR
106a.rl(c).  WILL BE CLEARLY 10ENilFllD  6’1  TnE POSTING OF WARNING SIGNS PND~OR  RESTRICTING rccESS THROUGH  PnYSIClc
MEANS  pucn  AS PRESSURE  SwlTCnES.  PnOTOCELLS.  BaRPIERS.  GUARDS. ETC.). THESE RMuIRESENTS  APPLT To TEMPORAAY ARECf
(SuCn AS DUPING SET-U? AN0 ALIGNMENT PROCEDURES) AND TO FINAL OR PER~~~#ENT AREAS. ThE VPRIANCE  I-IOLOER  WlLc RET+]&
ThE RECORDS OF TnESE  PROCEDLRES  AND T-MB RESULTS OF AU. TESTS AS REQUIRED  81 21 CFR 1002.31. A COPY OF ThE VAAldNCF.
APPLLCATION.  THE APPROVAL LEneR.  CLIRRENT PROCEDURES. AND RECORDS REbmNG  TO EACh PAR~ICULAA  Siiow ‘@ILL BE WITH
THE OPERrTOR  OR OTkER  RESPONSIBLE  INDIVIDUAL AND  UVILL BE MADE  AVAILABLE  FOR tplSPECT10nl  BY FDA AND OTNER  RESFQNSI-
BLE AUTtiORlTlES.
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PRQVIUING  SHOW ~T~NERAAY WtTti  OATES AND CDCATlONS  CLG~ALY  AND COMPLETELY IOENnF  IED. AND A EnSiC  DESCRIPTION OF
PROPoSEp EFFECrS INCLUDING A STATEMENT OF TIlE MAXllrllr~  POWER OUTPUT INTENDED. SUCH  NOTIFlCA~ONS  WILL  BE MAOE  BUT
NOT NECESSARlLy  BE LIMITED. TO:

(I) THE CENTER FOR DEVICES AND RADIOLQG~CAL &ALTH,  OFFICEOF  COMPLIANCE (HR312).  879 GEORGIA AVE., SILVER SPRING.  MD

20910. PROVIDING  THE INITIAL AND CLOSING DATES FOR FIXED IN~AUATIONS  AND THE ITINERARY FOR MOBILE  SnOwS.  IN ~ODI-
TION,  UNLESS 4U ASPECTS OF EnCH SiiOW HAVE BEEN REPORTED AND THE ACCESSION NU~IBESS CLEARLY REFERENCED, EACH

NOncE  WILL INCLUDE D-AILED  DESCRIPnDNS OF EACH S~IOW  AND A USmG  OF ALL EFFECTS  YD 6i? PB?iFORMED  IN SufFiClENT
DWAII  TO CONFIRM  COMPUANC8  WITH  THE REGULATIONS  ANO ThEi VARIANCE

(2) mE FaoEaAL  AVlAnON  AOMlNlSmAnON  FAA1  FOR ANT PROJECTlObS  INTO  OPEN AIRSPACE AT ANY TIME fl.E- INCLUDING SET-LIP,
AUGNMENT,  RME~RS~~~.  PERMR~IANCES.  ETC.].  IF THE F&I OBJECTS  To ANY rpSER  EFFECTS. THE OEIJEWONS  vwu BE RE-
SOLVED AND ANT CONDITIONS REauEsIxD 13f  FM WIU 8E nOnERED  TO. IF THESE  CONOITIONS  CXN NOT 8E hET.  THE OB.iEC-
TIONAELE EFFKTS  WILL  BE OELEIXD  FROM THE SHOW.

(3) sTA= AND LOCAL RA01AllON CONTROL  OFFICESIAGENCIES  FOR AU StlOWS  TO BE PERFORMED WITIIIN THEIR JURISDIC~ONS.  AU
REOUIREMEN~~  OF STATE AND LOCAL LPW WILL BE SATlSFlED  AND  ANY OBJECTIONS RAISED BY LOC4L  4LlTnOt%TlES  WILL BE RE-
SOLVED OR THE EFFECTs  DfLfiZb.  (LISTS  OF FEDERAL 8~0  STATE  OFFICES nRE AVNLPBLE  FROM THE CENTER FOR Di3CES  &ND
RADIOLOGICAL nEALTh UPON REQUEST)

1

14.  R E M A R K S

Please refer CO attachments H - Ic


